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Message: 
Dear Dr. Nichols: 

Enclosed for your information is a copy of the Amendment after Final "Rejection that has been mailed 
today to the USPTO, The reason that the official copy is being mailed is because a check was required for the 
extension of time. However, I thought that you would like a copy at this time. 

Should there be any questions, please let me know. 

Respectfully submitted, 

id, 

Roger H. Criss 
Reg. No. 25,570 


The documents Accompanying tliis telecapy tjrans miss ion contain iiiforination from the law firni of Brnesi D. Bufl' & 
Associates, LLC, Tirhich is cDiifidential and/<>r legally privileged. The iiifqrmntion ia intended only for lUe U8c of the 
individual or entity nniiied in tl>e transmittal $licct«. If you Are not the intended recipient, you are hereby notified tltnt any 
disclosure, coftyiiig-, distribution or the taking of any action in relisince on tlie contents of tliis telecopy is strictly praliibitcd. 
If you have received this telecopy i" errer, please immediately notify us by telephone ao that -we can arrange tor the return of 
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Seritil No. 09/82^,330 

Amenctnient aftftr Final Rejectian dated Sojptcjiibcr 19, 2003 
Reply to Final Rejeotion dated June 10, 2003 


Amendment to theClaiims: 

This listing of ckims will replace all prior versions, and listings, of claims in the 
application: 

Claims 1-15 (canceled) 

Ckiro Xftcurreiitly amended); A method for the systematic, multi-tiered treatment of 
coronary artery disease by delivery of a foraiulation comprising one or more 
therapeutic growth factor proteins, the method comprising the steps of; 

a. ) selecting a patient displaying symptoms of acute coronary artery disease; 

b. ) administrating at least one dose of an effective amount of a first therapeutic 
growth factor protein fomuulation comprising a growth factor protein bei^^g selected 
from the group c<?nsi$ting pf FqP-l, FC,F-2, VBGP, and mixture;; thereof, by 
inhalation therapy; 

c. ) monitoring one or more clinical indicators of acute coronary artery disease; 

d. ) determining, based on monitoring the one or more clinical indicators of coronary 
ai-tery disease, whelher an additional dose of a therapeutic growth factor protein 
formulation is necessary; 

e. ) depending on the results of the step d.), administering one or more additional doses 
of a seKond growth factor protein formulation comprising a .growth factor protein 
being selected from the group consisting of PGP- 1 . FGF-2. VEQp. ai;^d mixtures 
thereof : and 

f. ) repealing steps c.) through e.) until there is a clinical indicatiork of amelioration of 
the symptoms of acute coronary artety disease in the patient, oi" until there is a 
contraindication to continued treatment. 
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Serial No. 09/828,330 

Amendtnent after Fiaal Riijeclioji dated September 19, 2003 
Reply to Final Rejection dated Jims 10, 2003 

Claiin>? (currejtitly amended): The method of claim J,^[ .(New)]], wherein the 
second growth faqtor protein is administered by a method of delivery more invasive 
flian the method of delivery utilized for administration of the first growth factor 
protein fomiulation. 

(currently amended): The method of claim (New)]], wherein the 
second growth factor protein is adrninistM-ed by the same method o f delivery utilized 
for administration of the previous dose. 

Claim J.^ (currently amended): The method of claim >6'[[. (New)]], wherein the one 
or more clinical indicators of acute coronary artery disease areselected from the 
group consisting of levels of CPK-MB, electrocardiogi-am tracings, and chest pain. 

Claim 20 (canceled) 

Claim.^ (currently amended): The metliod of claim J*el[. (New)]J, wherein the 
symptoms of acute coronary artery disease are brought on by a condition selected 
from the group consisting of myocardial infarct, unstable angina, and acute anginal 
attack. 

Claim 32*(currently amended): Tlie method of claim Jfrdl[.(New]], wherein the 
method of delivery of Hie second growth factor protein formulation is selected from 
the group consisting of oral inhalation, intravenous administration, intracoronary 
inflision, intrapericardial injection, myocardial introduction via catheter during 
cardiac catherization, and direct myocardial injection. 

Claimj^(currently amended): The method of craira4'«^[.(New)]], wherein the 
growth factor formulation administered in step e.) and subsequent steps is the same as 
the growth factor formulation administered initially. 
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CI aim .^(currently amended): The metliod of claim J-^[.(Nevv)]], wherein the 
growth factor fonnulation administered in step e.) and subse(.iuent steps is differaiit 
from the growth factor formulation adtninisterecHnitially. 
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Serial No. 09/828.330 

Araendment after Final Rejection dated Septeinbat 19, 2003 
Reply to Fmol Rejection dated June 10, 2003 


Claims 25-34 (canceled) 


Claim jjiS'Ccwrently amended): A method for the systematic, multi-tiered treatment of 
chronic coronary artery disease by delivery of a formulation compriaing one or moi'e 
therapeutic growth factor proteins, the method comprising the steps of: 

a. ) selecting a patient displaying symptoms of chronic coronary artery disease; 

b. ) administrating at least one dose of an effective amoutit of a first therapeutic 
growth factor protein formulation comprising a growth factur protein being selected 
from the gro up consisting of FGF-1 . FGF-2. VEGF. and mixtures thereof, bv 
inhalation tliierapy^ 

c. ) monitoring one or more clinical indicators of clironic coronary artery disease; 

d. ) deteiTOining, based on monitoring the one or more clinical indicators of chronic 
coronary artery disease, whether an additiotial dose of a therapeutic growth factor 
protein formulation is necessary; 

c.) depending on the results of the step d.), administering one or more additional doses 
of a second growth factor protein formulation comprising a growth factor protein 
being selected from the group consisting of FGF^l . FGP-2. VEGF. and mixtures 
thereof; and 

f.) repeating steps c.) through e.) until there is a clinical indication of amelioration of 
the symptoms of chronic coronary artery disease in the patient, or until there is a 
contraindication to continued treatinent. 


Claim ,J^(cu)rently amendeci): Tlie method of claim 3^[[.(New>]], whepin the 
amelioration of symptoms is achieved as a result ofn clinically significant amount of 
angiogenesis. 
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Serial No. 09/828,330 

AmeadiTient after Fina] Rejection dated Septembar 19, 2003 
Reply to Final Rejection dated Time 10, 2003 

ClaiiTfl .>f (currently amended); The method of ckinij5 [[.(New)]], wherein the 
second growth factor protein formulation is administered by the same method of 
delivery utilized for the administration of the previous dose. 


Claim ^ (currently amended): The method of claim % f[{.Q>^&w)]'], wherein the 
.second growth factor protein fomaulation is admin ista-ed by a method of delivery 
more invasive than the method of delivery utilized for the administration of the first 
growth protein foimulation. 

Clftinu3^ (currently amended): The method of claini^^fJlE'CNew)]], wherein the one 
or more clinical indicators of chronic coronary artery disease are selected from the 
group consisting of frequency, and intensity of anginal symptoms, myocardial 
perfusion, electrocardiogram tracings, scores on quantitative angina scales, and 
angiography. 

Claim 40 (canceled) 

Clairn>*tct.uTently amended): The method of claim 3^[.(New)]J, wherein the 
method of delivery of the second growth factor protein formulation is selected from 
the group consisting of oral inhalation, intravenotjs administration, intracoronary 
infusion, intrapericardial injection, myocardial introduction via catheter during 
cardiac catherization, introduction during trnnsmyocardial revascularization and direct 
myocardial injection. 


Claim ^^cun-ently amende<i): Themethtxi of claim<0^[.(New)]J, wherein the 
growili factor fonnulation administered in step e.) and subsequent steps is the same as 
the growth factor fonnulation administered initially. 

Clairaj>a^(cvirrene.1y amended): The method of claim p^[.(New>]], wherein the 
growth factor formulation administered instep e.) and subsequent steps is different 
from the growth factor formulation adiiainistered initially. 

Claims 44-53 (canceled) 
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SerlAl No. 09/S28,330 

Amendment after Final Rejectioji <\«tei September 1?>, 2003 
Reply to Filial R«j«cfioii. dnieU June 10, 2003 

Claim >r (new): The method of claim ><?fwherein each of said first and second 
thea-apeutic growtli factor protein formulations comprise FGF-1 and/or FGF-2. 

CIaim,;S#'(new): Hie method of claim ><C wherein each of said first and second 
therapeutic growth factor protein formulations comprise VEGF. 

Claim J^new): The method of claim 3S, wherein each of said first and second 
therapeutic growth factor protein fomiuJations comprise FGF-1 and/or FGF-2. 

ON . jB 

Claim Sf(new): The method of claim'35> wherein each of said first and second 
therapeutic growth factor protein fonnulations comprise VEGF. 

ClauTtif^ttiew): The method of claim J^, wherein at least one of said first and 
second thei-apeutic growth factor protein formulations is a dry powder formulation. 

Claim SSB^new): The method of claimed, wherein at least one of said first and 
second therapeutic gr owth factor protein formulation's is a liquid aerosol formulation. 

Claim Ji<r<hew): Tlie method of claim><t wherein the acute symptoms of heart 
disease are brought on by reperfusion injury. 

Clairrv-Sl (new): The method of claim 6tl^ wherein the reperfusion injury is induced 
by a procedure selected fi-om the group consisting of thrombolytic therapy, bypass 
surgery and angioplasty. 
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